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Each caplet contains Paracetamol 500 mg and Ibuprofen 150 mg.
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Temporary relief of pain associated with: headache, migraine headache, tension
headache, sinus pain, toothache, dental procedures, backache, sore throat, arthritis,
tennis elbow, period pain, muscular pain, rheumatic pain, aches and pains associated
with colds and flu. Reduces fever.
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4.4 Special warnings and precautions for use
Hepatic Impairment

[..]

Dose reduction is recommended in patients showing signs of worsening hepatic
function. Treatment should be stopped in those patients who develop severe liver
failure (see section 4.3).

Renal Impairment

[...]

Treatment should be stopped in those patients who develop severe renal failure (see
section 4.3).

[..]

Severe Skin Reactions

[...]

Acute generalised exanthematous pustulosis (AGEP) has been reported in relation to
ibuprofen containing products.

[..]

Masking of symptoms of underlying Infections



[..]

Combodex can mask symptoms of infection, which may lead to delayed initiation of
appropriate treatment and thereby worsening the outcome of the infection. This has
been observed in bacterial community acquired pneumonia and bacterial complications
to varicella. When Combodex is administered for fever or pain relief in relation to
infection, monitoring of infection is advised. In non-hospital settings, the patient should
consult a doctor if symptoms persist or worsen.

4.6 Fertility, Pregnancy and lactation

[...]

A large amount of data on pregnant women using paracetamol indicate neither
malformative, nor feto/neonatal toxicity. Epidemiological studies on
neurodevelopment in children exposed to paracetamol in utero show inconclusive
results. If clinically needed, paracetamol can be used during pregnancy however it
should be used at the lowest effective dose for the shortest possible time and at the
lowest possible frequency.

[.]

4.8 Undesirable effects

[.]

Nervous system disorders:

[...]

Uncommon: Depression, insomnia, confusion, emotional lability, somnolence, aseptic
meningitis with fever and coma

Rare: Paraesthesias, hallucinations, dream abnormalities

L]

Skin and subcutaneous tissue disorders:

[...]

Not Known: Drug reaction with eosinophilia and systemic symptoms (DRESS
syndrome). Acute generalised exanthematous pustulosis (AGEP).
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